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ttF.MARKS 

Claims 31, 32, 43, 44, 63, 64, 90, »d 9, are cancel without prejudice or disclaimer 

^ ^ hormone secrete a, an element, ye. the respective claims upon which me y 
oepend are amended ,o no longer incorporate grow* hormone secretagogue. 

Claims 34,36, 45, 46, 52, 65, 73, 79, and 92 are amended to remove reference to growth 

growth hormone secretagogues are newly presented claims 93-108. 

• j j 5i r F R 8 1 607 in order to have an interference 
New claims 93-108 are subm.tted under 37 C.F.R. § 1.60/ in 

«.B*..-^^^~'---- 4, -■ F,0 ■ M • i,- 

herewith. 

Pursuant. 37 C.F.R. 5 1.607(a)(2), Applicants presence following proposed count: 
, ComhinaUons.pharma.euHcalcompositions.processesofmaking.andmethodsof 

1 n«fTT«i Patent 6 043,026; or claims 

(1) combinations according to claims 1-12 of U.S. Patent o,u 

93-96 of U.S. Application No. 736,051; 

(2) pharmaceutical compositions according to Cairns .3-14 of U.S. Paten. 
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, • 1M 105 ofU.S. Application No. 736,051; 
6,043,026; or claims 103-105 

. 1 5 of U S. Patent 6,043,026, or 

w proce.es for making according to ciatm " 

dairnsiOMOS of US. Application*. 736.0M; 

, - ms , 21 of the '026 paten, correspond to the proposed coun, 

"* ondtoth eproposedconntandares„ppor,ed^e 
^OMOSoftiteinsUntappiicationcorrespondtodrepP 

specification as follows: 

Qlairn93 

Pag e 1, lines 1-3; page 16, lines 10-11; 
A combination that comprises an estrogen ^ ^ 

agonist/antagonistandagrowthhormone 

secretagogue. 

ClaimjH 

u •« the ^ 33, lines 6-8. 
Xhe combina«onofc 1 a,m93,«here.n.he 

^hormone secretagogue vs2-»mo-N- 
f 2 . (3a . (R) . b e„,yi-2-»ethyi-3--o- 

, , 3a 4 6,7-hexahydro-pyrazolo-l'W- 
lyTHsobntyramideor^L-tartancaadsait. 
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Claim95 

The cognation of clai, 93, whe r ein the 
estrogen agonist/antagonist is raloxifene or a 
pharmaceutical acceptable salt thereof. 

Qa]m96 

The combination of claim 93, where, the ^21^-32. 
estrogen agonist/antagonist is (-)-Cli-6- 
phenyl-5-[4-(2-pyrrolodin-l-yl-ethoxy- 
phenyl]-5,6,7,8-tetrahydro-naphthalene-2-ol 

Qaimjl 

A method for treating a condition which Paulines 17-20. 

presents with low bone mass compnsmg 
administering to a patient in need thereof a 

therapeutically effective amount of the 
combination of claim 93. 

Claiin98 

A method for treating a condition which 

presents with low bone mass compnsmg 
administering to a patient in need thereof a 

therapeutically effective amonnt of the 
composition of claim 94. 
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Claini92 

i, Pane 4 .lines 17-20. 
A method for treating a condition which Pag 
presents with low bone mass composing 
administering to a patient in need thereo a 

therapeutically effective amount of the 
combination of claim 95. 



,• p age d lines 17-20. 

A method for treating a condition which 
presents with low bone mass compnsmg 
administering to a patient in need thereo a 
therapeutically effective amount of the 
combination of claim 96. 

rlaim 101 

ThcmethodofCaim^whereinthecondition ft***"' 

is osteoporosis. 

ClaimJOl 

•■ an Page 4, lines 17-18; page 16, lines W-12; 
A pharmaceutical composition comprising an 8 ^ ^ j5 10 

and a pharmaceutical^ P u 8 
secretagogue, ana * f 

acceptable carrier. 
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ClahnlO! 



THeco.positionofc^lCw^inthe Pa g e 33, lines 6-8. 

growth hormone secretagogue is 2-ammo-N- 
[2-(3a-(R)-benzyl-2-methyl-3-oxo- 

2 3,3a,4,6,7-hexahydro-pyrazolo-[4,3- 

cipyridm-5-yl)4-(R)-ber^loxymethyl-2-oxo. 

ethyll-isobutyramideoritsL-tartaricacidsalt. 

naitri 104 

The composition of claim 102, wherein the Pa g e 5, lines 17-18. 
estrogen agonist/antagonist is raloxifene or a 
pharmaceutical acceptable salt thereof. 

Qahnl05 

• Paee 21, lines 31-32. 

The composition of claim 102, wherem the Page 

estrogen agonist/antagonist is C-)-^- 
phenyl-5-[4-(2-pyrrolidin-l-yl-ethoxy)- 
phenyl]-5,6,7,8-tetrahydronaphth a lene-2-olor 
apharmaceutically acceptable salt thereof. 
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Pimm 106 



A process for making a pnarmaceut,cal 
composition comprising con.bin.ng an 
es «rogcnagonist/antagonis.,agrow«hhonnonc 

secretagogue, and a pharmaceut,cally 

acceptable carrier. 



Page 48, lines 1-3; page 50, lines 21-25; 
page 51, lines 3-7 and 19-22. 



OaimlOI 



The process of claim 106, wherem the 

as-6-phenyl-5-[4-(2-pyrrolidin-lyl-ethoxy)]- 
5 6 7 g-tetrahydro-naphthalene-2-ol or a 
pharmaceutically acceptable salt thereof. 



Page 48, lines 1-3; page 50, lines 21-25; 
page 51, lines 3-7 and 19-22. 



£laimlQ8 



Page 48, lines 1-3; page 50, lines 21-25; 
page 51, lines 3-7 and 19-22. 



The P rocessofclaiml06, wherein the growth 

hormone secretagogue is 2-amino-N-[2-(3a- 
(^-benzyl^-methyl-S-oxo^^.BM 6 7- 

hexahydro- P yrazolo-[4,3-c]pyridin-5-yD-- 
( R)-ben Z yloxymethyl-2-oxo.ethyl]- 
isobutyramide or its L-tartaric acid salt. 

• d bove ^10.^^^-— Inadditi ° n> 
As indicated above, claims y o 
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42, 45-50, 52-55, 



count. 



The effective filing date of the instant 



applkation.basedonU.S.prioritypatentapplioa.ion 
to the effective filing date of the '026 patent. 



N „ 60/012,412, is February 28, 1996, which is pnor I 



the senior party. 



Dated: March 27, 2001 



CMH/jm 

::O DMA\MHODMA\CB;135300;l 



Respectfully submitted, 

CONNOLLY BOVE LODGE & HUTZ LLP 



By:. 



Christine M. Hansen 
Registration No. 40,634 

PO. Box 2207 
Wilmington, DE 19899 

(302) 888-6432 
Attorney for Applicants 
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Appendix 

Marked-up Version of Amended Claims 
App. Ser. No. 09/736,051 

34. ^*)^™ MWm ^TI"ZZ> f ^, said firs, compound being 

m. 

ji" h presents with low 

bone mass comprising administering to 

bone mass , ^ ^pound, said first compound being 

a a therapeutically effective amount of a first comp 

Moxifene, raloxifene, tamoxifen or d , ^d second compound 

b . amerapeuticallyeffec^^ 
bei „g sodium fluoride 

^pharmaceutical* acceptab.e ^ 1 «»ride or^W*^ 

b . a therapeutically effective 

— — T ^^^^^^^ 
UnM T— t cans for con-ngsaid^tandseconddosage forms. 

46.(Amended)Apl^aceu»ca,com^^^^^^ 

a 5 -6-(4-fluoro-phenyl)-5-[4-(2-pipenom y 
naphthalene-2-ol; 

1 



^-phenyl-SW^^ 

* C,>H6^yrrolodinoethoxy^^^ 

naphthalene-2-ol; or wHmxv-1 2 3 4-tetrahydroisoquinoline; and 

b. a therapeutically effects amount of a secondco p ^_^ Mmme 
being sodium fluoride, a parathyroid hormone, or growth hormone er^wtn— - 

secretogogue. 

n ^ A me*od f or bating • — ^ - - 

bone mass comprising admin.ster.ng to a mammal havmg 

bone mass compound, said first compound being 

a. a therapeutically effective amount of a first compo , 

Cl>6 . ( 4-fluoro-phenyl)-5-l4-(2-piperidm4-y«^^ 

Cl ,,phe»yl- 5 -l4^^ 
C^pyrrolodinoeftoxy-S^^^ 
tt ^:Cu— heny,>K4-*orop h enyl,-6.hydroxy,, 2 ,3,4. 

naphthalene-2-ol; or Wf Wv-l 2 3 4-tetrahydroisoquinoline; and 

H^Pyrrolidmolethoxypheny^-phcnyU W ^ ^ 

b . a therapeutically effecttve amount of a secondco p ^^ >/Memem 
being sodium fluoride, a parathyroid hormone, or growth hormone er^rewtn—- 

seeretagegtt©- 



2-ol; 
ol; 



«. (Amended, A *, containing a — for a condition which presents with iow hone 

mass comprising: 

a. a therapeutically effective amount of tetrahv d r0 - 
c *. 6 .(4- fl uo ro -pheny,)-5-^ 

"^^^^^ 

^.phenyl-H^^ 

C M-^pyrrolodino*thoxy-3^^^ 

.pl-^^-^^** W f , parathyro id hormone, or 

^ f^TTlir a^— y^arner 



growth hormone <»^<*te^^ 
in a second unit dosage form; and 
c 



>nd umt dosage iorm, <mu 

container means for containing said first and second dosage forms. 



raloxifene, tamoxifen or idoxifene; 

b0 " e r; therapeutic* effective amount of a firs, compound, said firs, cotnpound being 

raloxifene, tamoxifen or idoxifene; 

and 



3 



b. a therapeutically effective amount of a second compound, said second compound 
being a parathyroid hormone, or growth hormone or a growth hormon e occretagogi ie. 

92. (Amended) A kit containing a treatment for a condition which presents with low bone 
mass comprising: 

a. a therapeutically effective amount of raloxifene, tamoxifen or idoxifene; 
and a pharmaceutically acceptable carrier in a first unit dosage form; 

b. a therapeutically effective amount of a parathyroid hormone or growth hormone em 
gimvlh hormone rrrrrt-ico C "'- and a pharmaceutically acceptable carrier in a second unit 
dosage form; and 

c. container means for containing said first and second dosage forms. 
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